INTRODUCTION
The codes of ethics adopted by various national medical associations, hospital associations and other professional organizations are largely compliant with a number of international documents. Among them are the World Medical Association (WMA) documents including a number of declarations, statements and the International Code of Medical Ethics.
In 1964, the World Medical Association adopted in Helsinki the Ethical Rules for Medical Research on Humans, which were subsequently developed and supplemented. The development of the Declaration aims to promote ethical principles, to provide guidance to physicians and other participants in scientifi c research on humans. In medical research, care related to human well-being should take precedence over the interests of science and society. The main goal of medical scientifi c research on humans is to improve procedures for prevention, diagnosis and treatment, and to establish the aetiology and pathogenesis of diseases.
The study of the legal framework regulating the activities of the ethics committees in the Member States of the European Union outlines several key factors forming the basis of the activity of the ethics committees. Compliance with the ethical principles of behaviour by physicians, patients, patients relatives, patient organizations and society as a whole requires specialists dealing with medical ethics and law to form, protect and bring to the knowledge and implementation an ethical code of behaviour of all participants in clinical trials as well as in the provision of medical services in general.
National regulation of ethics committees in the Republic of Bulgaria
The modern legal framework in Bulgaria regulating the nature, functions and powers of the ethics committees is complex and multi-layered, including both constitutional law and a number of legal acts transposing the relevant directives adopted within the EU as well as guidelines for conducting clinical trials.
The national legal framework regulating the structure and operation of the various types of ethical committees that can be created on the territory of the country contains both law and bylaw regulations.
The main place, among the many legislative acts at the law and bylaw level, is held by: There are also a number of codes of ethics that establish rules and principles in conducting clinical trials such as the Code of Professional Ethics, the Code of Ethics of the Bulgarian Association for Clinical Trials and codes of ethics of the research pharmaceutical industry and generic pharmaceutical manufacturers.
The legislative framework of clinical trials in Bulgaria, which has adopted and transposed European and international rules and standards in the planning and conduct of clinical trials, is of crucial importance for Bulgaria's participation in the conduct of multi-centre international clinical trials.
Ethical committees set up in medical establishments aim to help physicians and other medical and nonmedical specialists in the hospital, patients and their families cope with the ethical and legal dilemmas they face in everyday life. Professional ethics is also a value-normative theory of the behaviour of people in a profession. For the presentation of professional competence and responsibility in medical practice, committees of professional ethics at professional organizations around the world are helping. One of the most signifi cant contributions of these committees is their involvement in the periodic updating of the codes of professional ethics. They analyse, explore, compare and systematize in a specifi c way the moral norms and values of a profession. At the core of professional ethics is the category of professional debt.
The work of the Ethics Committees, which are being established in the medical establishments in Bulgaria, is regulated by the Rules of the Structure and Activity of the Medical establishments and the Head of the Medical establishment can establish separate Rules of work for the ethics committee.
The Act setting out the functions and powers of the ethics committee specifi es the application of the legal acts regulating the protection of the rights, the safety and the welfare of the patients, of the medical specialists in the medical establishment, as well as of the participants in the scientifi c research carried out within the medical establishment.
The regulated rules ensure that high standards of The subject of ethics expert assessment are the medical-biological, medical-clinical and medical-so-cial activities and research, and ethical committees within the medical establishments develop standard operating procedures, guidelines and forms for assessing the ethical aspects of the issues addressed to them.
The role of the ethics committees in the sustainable development of healthcare is to protect the patient and the institution -the autonomy, the right to help the patient. Ethics committees have the following main objectives: to encourage staff to share information with the patient; to develop standards by which to make decisions; to make decisions that, in certain cases, life-support systems should cease; and to make decisions at micro or macro level.
In addition to the listed and functioning structures concerning ethical behavioural norms in healthcare, there is a committee on these issues at the BMA. Its function is to resolve issues and dilemmas that arise when practising the medical profession. The Commission accepts and examines complaints from physicians about unfair competition or from citizens regarding the actions of a certain physician (as a legal basis, the observance of the Code of Professional Ethics [5] adopted at the XXXIII Extraordinary Meeting of BMA is accepted).
Types of ethics committees in Bulgaria
Ethics committees are set up to meet the needs of a more systematic and principled approach to medical-ethical dilemmas in decision-making in medical practice and to link the values of the society to the institution that takes care of the patients and treats them and in which cases there are ethical dilemmas.
Ethics committees in medical establishments have several key functions: educational -to train and assist medical staff in the importance and work with ethics committees and ethics codes, to help the better understanding of the medical staff on medical legal and bioethical issues, consultative -to advise and assist the patients, their families, the treating doctors and other health professionals to identify, formulate and solve ethical dilemmas, and rulemaking -to create diff erent guides and instructions, to off er and recommend administrative measures and instructions on emerging medical-ethical problems.
The basic principles on which the Ethics Committees are created and function are: independence (to achieve independence and quality in decision-making, ethics committees must be structured and must have adopted certain standards), competence (to apply knowledge and experience, constantly raising the level of professional qualifi cations), pluralism (the ability to admit and respect many opinions, views or points of view on a given issue), transparency (ad-herence to strict principles, monitoring of the activity), interdisciplinary approach, dialogue (ability to communicate, gather more and accurate information).
Types of ethics committees
The legal framework establishes ethical committees of diff erent types, structure and functions, including: The purpose of this article is to study the legal framework at European and national level on the types of ethic committees that exist and operate on the territory of the Republic of Bulgaria, through a survey to verify the real awareness of the medical specialists and patients about the existing ethics committees in the country and to outline guidelines for a more eff ective future work of ethics committees.
MATERIALS AND METHODS
In order to verify the awareness of the medical specialists and patients in the Republic of Bulgaria about the existing ethics committees in the medical establishments in the country and the usefulness of their functioning, a survey was carried out among 149 medical specialists working in three medical establishments -Multiprofi led hospital for active treatment Doverie -Sofi a , First Multifrofi led Hospital for active treatment -Sofi a and Multiprofi led hospital for active treatment Dr. Dtanas Dafovski -Kardzhali and 269 patients treated in the same three above-mentioned medical establishments. The purpose of the survey is to identify the awareness of medical specialists and patients in the country and to determine the real access of medical specialists and patients to the ethics committee on the basis of the results obtained.
The survey was conducted in the period 05.01.2017 -05.02.2017. The choice of hospitals was random, two medical establishments for hospital care in Sofi a, the capital of the Republic of Bulgaria (one private medical establishment and one state medical establishment), and one in the town of Kardzhali (stateowned medical establishment). The selection of the questioned medical specialists and patients was also random, which justifi es the claiming of representativeness of the results.
Results and discussion
The medical specialists and patients were asked, "Do you know what type of ethics committees exist in Bulgaria?" Only 29.5% of the medical professionals and 17.8% of the patients are aware that ethical committees exist and function in the medical establishments. 12.1% of the questioned medical specialists and 8.2% of the questioned patients are informed that ethics committees for scientifi c research exist at the medical universities in the country. Only 9.4% of the medical specialists and 5.6% of the patients are the informed that there is an Ethics Committee for Scientifi c Research (ECSR) on the territory of the country. Only 6% of the questioned medical specialists and 1.5% of the questioned patients are aware of the existence of an Ethics Committee for multi-centre trial (Figure 1 ). Any specialist in the country who has successfully completed a higher education degree in medicine and wants to practice the acquired specialty of a physician is obliged to be a member of the respective BMA College. A Committee on Professional Ethics exists and functions at every regional college of the Bulgarian Medical Association. Only 25.5% of the questioned medical specialists, all of whom are members of the BMA according to the law, are aware that a committee on professional ethics has been established in the college in which they are members. Only 9.7% of the patients questioned are aware of the existence of ethics committees with BMA, BgDA and the Bulgarian Association of Healthcare Professionals (BAHP).
When asked "Do you know when issues can be referred to the ethical committees", more than half of the medical professionals (51% of the questioned) have stated that they were not aware of when issues can be referred to the ethics committees. 62.5% of the patients questioned have no information when issued can be referred to the ethics committees in the country (Figure 2 ). Asked "Are you aware of the powers and responsibilities of ethics committees?" 23.5% of the medical professionals and 35.7% of the patients questioned have stated that they had no information on the powers and responsibilities of the ethics committees.
Asked: "Is there an ethics committee in the medical establishment in which you work / are treated?" 46% of the questioned medical specialists and 68.8% of the questioned patient have stated that they were not aware whether there was an ethics committee in the medical establishment in which they worked/were treated.
The analysis of the results of the questionnaire survey among the medical specialists and among the patients shows that there is a low level of awareness about the nature, role and functions of ethics committees operating on the territory of the country. In practice, the existence of ethics committees is very limited, and it remains for the most part in theory, depriving medical specialists and patients of the possibility of being active participants in healthcare. There is, in theory, any possibility that medical specialists and patients to get in contacts with the ethics committees in the country, but in reality they are deprived of this opportunity. The lack of knowledge on the part of medical specialists and patients of the types of ethical committees and their functions is a clear obstacle to their proper and complete functioning. Workshops, seminars and training modules for medical professionals and patients are needed.
